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(4) Promptly transport that con-
trolled substance by its own means to
the registered location of a reverse dis-
tributor, the location of destruction, or
the registered location of any person
authorized to receive that controlled
substance for the purpose of return or
recall as described in paragraph (b)(3)
of this section.

(i) If a non-practitioner transports
controlled substances by its own means
to an unregistered location for destruc-
tion, the non-practitioner shall do so in
accordance with the procedures set
forth at §1317.95(c).

(ii) If a non-practitioner transports
controlled substances by its own means
to a registered location for any author-
ized purpose, transportation shall be
directly to the authorized registered
location and two employees of the
transporting non-practitioner shall ac-
company the controlled substances to
the registered destination location. Di-
rectly transported means the sub-
stances shall be constantly moving to-
wards their final location and unneces-
sary or unrelated stops and stops of an
extended duration shall not occur.

(c) Collected controlled substances. Any
collector in lawful possession of a con-
trolled substance acquired by collec-
tion from an ultimate user or other au-
thorized non-registrant person shall
dispose of that substance in the fol-
lowing ways:

(1) Mail-back program. Upon receipt of
a sealed mail-back package, the col-
lector shall promptly:

(1) Destroy the package in accordance
with subpart C of this part using an on-
site method of destruction; or

(ii) Securely store the package and
its contents at the collector’s reg-
istered location in a manner consistent
with §1301.75(c) of this chapter (for
practitioners), or in a manner con-
sistent with the security requirements
for Schedule II controlled substances
(for non-practitioners) until prompt
on-site destruction can occur.

(2) Collection receptacles. Upon re-
moval from the permanent outer con-
tainer, the collector shall seal it and
promptly:

(i) Destroy the sealed inner liner and
its contents;

(ii) Securely store the sealed inner
liner and its contents at the collector’s
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registered location in a manner con-
sistent with §1301.75(c) of this chapter
(for practitioners), or in a manner con-
sistent with §1301.72(a) of this chapter
(for non-practitioners) until prompt de-
struction can occur; or

(iii) Securely store the sealed inner
liner and its contents at a long-term
care facility in accordance with
§1317.80(d).

(iv) Practitioner methods of destruction.
Collectors that are practitioners (i.e.,
retail pharmacies and hospitals/clinics)
shall dispose of sealed inner liners and
their contents by utilizing any method
in paragraph (a)(1), (a)(2), or (a)4) of
this section, or by delivering sealed
inner liners and their contents to a dis-
tributor’s registered location by com-
mon or contract carrier pick-up or by
distributor pick-up at the collector’s
authorized collection location.

(v) Non-practitioner methods of destruc-
tion. Collectors that are non-practi-
tioners (i.e., manufacturers, distribu-
tors, narcotic treatment programs, and
reverse distributors) shall dispose of
sealed inner liners and their contents
by utilizing any method in paragraph
(b)), (b)(2), or (b)(4) of this section, or
by delivering sealed inner liners and
their contents to a distributor’s reg-
istered location by common or con-
tract carrier or by distributor pick-up
at the collector’s authorized collection
location for destruction. Freight for-
warding facilities may not be utilized
to transfer sealed inner liners and their
contents.

§1317.10 Registrant return or recall.

(a) Each registrant shall maintain a
record of each return or recall trans-
action in accordance with the informa-
tion required of manufacturers in
§1304.22(a)(2)(iv) of this chapter.

(b) Each registrant that delivers a
controlled substance in Schedule I or II
for the purpose of return or recall shall
use an order form in the manner de-
scribed in part 1305 of this chapter.

(c) Deliveries for the purpose of re-
turn or recall may be made through a
freight forwarding facility operated by
the person to whom the controlled sub-
stance is being returned provided that
advance notice of the return is pro-
vided and delivery is directly to an
agent or employee of the person to
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whom the controlled substance is being
returned.

§1317.15 Reverse distributor registra-
tion requirements and authorized
activities.

(a) Any person that reverse distrib-
utes a controlled substance shall be
registered with the Administration as
a reverse distributor, unless exempted
by law or otherwise authorized pursu-
ant to this chapter.

(b) A reverse distributor shall acquire
controlled substances from a registrant
pursuant to §§1317.05 and 1317.55(a) and
(c) in the following manner:

(1) Pick-up controlled substances
from a registrant at the registrant’s
registered location or authorized col-
lection site; or

(2) Receive controlled substances de-
livered by common or contract carrier
or delivered directly by a non-practi-
tioner registrant.

(i) Delivery to the reverse distributor
by an authorized registrant directly or
by common or contract carrier may
only be made to the reverse distributor
at the reverse distributor’s registered
location. Once en route, such deliveries
may not be re-routed to any other loca-
tion or person, regardless of registra-
tion status.

(ii) All controlled substance deliv-
eries to a reverse distributor shall be
personally received by an employee of
the reverse distributor at the reg-
istered location.

(c) Upon acquisition of a controlled
substance by delivery or pick-up, a re-
verse distributor shall:

(1) Immediately store the controlled
substance, in accordance with the secu-
rity controls in parts 1301 and 1317 of
this chapter, at the reverse distribu-
tor’s registered 1location or imme-
diately transfer the controlled sub-
stance to the reverse distributor’s reg-
istered location for secure storage, in
accordance with the security controls
in parts 1301 and 1317 of this chapter,
until timely destruction or prompt re-
turn of the controlled substance to the
registered manufacturer or other reg-
istrant authorized by the manufacturer
to accept returns or recalls on the
manufacturer’s behalf;

(2) Promptly deliver the controlled
substance to the manufacturer or an-
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other registrant authorized by the
manufacturer to accept returns or re-
calls on the manufacturer’s behalf; or

(3) Timely destroy the controlled
substance in a manner authorized in
subpart C of this part.

(d) A reverse distributor shall de-
stroy or cause the destruction of any
controlled substance received for the
purpose of destruction no later than 30
calendar days after receipt.

Subpart B—Disposal of Controlled
Substances Collected From
Ultimate Users and Other Non-
Registrants

§1317.30 Authorization to collect from
non-registrants.

(a) The following persons are author-
ized to collect controlled substances
from ultimate users and other non-reg-
istrants for destruction in compliance
with this chapter:

(1) Any registrant authorized by the
Administration to be a collector pursu-
ant to §1317.40; and

(2) Federal, State, tribal, or local law
enforcement when in the course of offi-
cial duties and pursuant to §1317.35.

(b) The following non-registrant per-
sons in lawful possession of a con-
trolled substance in Schedules II, III,
IV, or V may transfer that substance to
the authorized persons listed in para-
graph (a) of this section, and in a man-
ner authorized by this part, for the pur-
pose of disposal:

(1) An ultimate user in lawful posses-
sion of a controlled substance;

(2) Any person lawfully entitled to
dispose of a decedent’s property if that
decedent was an ultimate user who
died while in lawful possession of a
controlled substance; and

(3) A long-term care facility on be-
half of an ultimate user who resides or
resided at such long-term care facility
and is/was in lawful possession of a
controlled substance, in accordance
with §1317.80 only.

§1317.35 Collection by law enforce-
ment.

(a) Federal, State, tribal, or local law
enforcement may collect controlled
substances from ultimate users and
persons lawfully entitled to dispose of
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